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(F) Other information as needed.

(4) For any financial conflict of inter-
est previously reported by the Institu-
tion with regard to an ongoing PHS-
funded research project, the Institution
shall provide to the PHS Awarding
Component an annual FCOI report that
addresses the status of the financial
conflict of interest and any changes to
the management plan for the duration
of the PHS-funded research project.
The annual FCOI report shall specify
whether the financial conflict is still
being managed or explain why the fi-
nancial conflict of interest no longer
exists. The Institution shall provide
annual FCOI reports to the PHS
Awarding Component for the duration
of the project period (including exten-
sions with or without funds) in the
time and manner specified by the PHS
Awarding Component.

(5) In addition to the types of finan-
cial conflicts of interest as defined in
this subpart that must be reported pur-
suant to this section, an Institution
may require the reporting of other fi-
nancial conflicts of interest in its pol-
icy on financial conflicts of interest, as
the Institution deems appropriate.

§50.606 Remedies.

(a) If the failure of an Investigator to
comply with an Institution’s financial
conflicts of interest policy or a finan-
cial conflict of interest management
plan appears to have biased the design,
conduct, or reporting of the PHS-fund-
ed research, the Institution shall
promptly notify the PHS Awarding
Component of the corrective action
taken or to be taken. The PHS Award-
ing Component will consider the situa-
tion and, as necessary, take appro-
priate action, or refer the matter to
the Institution for further action,
which may include directions to the In-
stitution on how to maintain appro-
priate objectivity in the PHS-funded
research project. PHS may, for exam-
ple, require Institutions employing
such an Investigator to enforce any ap-
plicable corrective actions prior to a
PHS award or when the transfer of a
PHS grant(s) involves such an Investi-
gator.

(b) The PHS Awarding Component
and/or HHS may inquire at any time
before, during, or after award into any
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Investigator disclosure of financial in-
terests and the Institution’s review (in-
cluding any retrospective review) of,
and response to, such disclosure, re-
gardless of whether the disclosure re-
sulted in the Institution’s determina-
tion of a financial conflict of interest.
An Institution is required to submit, or
permit on site review of, all records
pertinent to compliance with this sub-
part. To the extent permitted by law,
HHS will maintain the confidentiality
of all records of financial interests. On
the basis of its review of records or
other information that may be avail-
able, the PHS Awarding Component
may decide that a particular financial
conflict of interest will bias the objec-
tivity of the PHS-funded research to
such an extent that further corrective
action is needed or that the Institution
has not managed the financial conflict
of interest in accordance with this sub-
part. The PHS Awarding Component
may determine that imposition of spe-
cial award conditions under 45 CFR
74.14 and 92.12, or suspension of funding
or other enforcement action under 45
CFR 74.62 and 92.43, is necessary until
the matter is resolved.

(c) In any case in which the HHS de-
termines that a PHS-funded project of
clinical research whose purpose is to
evaluate the safety or effectiveness of
a drug, medical device, or treatment
has been designed, conducted, or re-
ported by an Investigator with a finan-
cial conflict of interest that was not
managed or reported by the Institution
as required by this subpart, the Insti-
tution shall require the Investigator
involved to disclose the financial con-
flict of interest in each public presen-
tation of the results of the research
and to request an addendum to pre-
viously published presentations.

§50.607 Other HHS regulations that
apply.

Several other regulations and poli-
cies apply to this subpart. They in-
clude, but are not necessarily limited
to:

2 CFR part 376—Nonprocurement de-
barment and suspension (HHS)

42 CFR part 50, subpart D—Public
Health Service grant appeals proce-
dure
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Public Health Service, HHS

45 CFR part 16—Procedures of the De-
partmental Grant Appeals Board

45 CFR part 74—Uniform administra-
tive requirements for awards and
subawards to institutions of higher
education, hospitals, other non-
profit organizations, and commer-
cial organizations

45 CFR part 79—Program fraud civil
remedies

45 CFR part 92—Uniform administra-
tive requirements for grants and
cooperative agreements to State,
local, and tribal governments
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AUTHORITY: 42 U.S.C. 10801, et seq.

SOURCE: 62 FR 53564, Oct. 15, 1997, unless
otherwise noted.

§51.1 Scope.

The provisions of this part apply to
recipients of Federal assistance under
the Protection and Advocacy for Men-
tally Ill Individuals Act of 1986, as
amended.

§51.2 Definitions.

In addition to the definitions in sec-
tion 102 of the Act, as amended, the fol-
lowing definitions apply:

Abuse means any act or failure to act
by an employee of a facility rendering
care or treatment which was per-
formed, or which was failed to be per-
formed, knowingly, recklessly, or in-
tentionally, and which caused, or may
have caused, injury or death to an indi-
vidual with mental illness, and in-
cludes but is not limited to acts such
as: rape or sexual assault; striking; the
use of excessive force when placing an
individual with mental illness in bodily
restrains; the use of bodily or chemical
restraints which is not in compliance
with Federal and State laws and regu-
lations; verbal, nonverbal, mental and
emotional harassment; and any other
practice which is likely to cause imme-
diate physical or psychological harm or
result in long-term harm if such prac-
tices continue.

Act means the Protection and Advo-
cacy for Mentally Il1l Individuals Act of
1986, as amended, also referred to as
Protection and Advocacy for Individ-
uals with Mental Illness Act.

ADD means the Administration on
Developmental Disabilities within the
Administration for Children and Fami-
lies, Department of Health and Human
Services.

Care or Treatment means services pro-
vided to prevent, identify, reduce or
stabilize mental illness or emotional
impairment such as mental health
screening, evaluation, counseling, bio-
medical, behavioral and
psychotherapies, supportive or other
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